Tabley: Informed Consent Requirementsfor Research with Human Biological
Materials

Can the Ingtitutional Review Board employ Section 46.116(d) to waive informed consent
or ater informed consent elements?

Will the research in its entirety involve greater than “minimal risk” (Section

46.102(i))?
No Yi

y I

Isit practicable to conduct the research without the
walver/alteration?

v v

No Yes

v

No waiver or dteration.

No waiver or dteration.

Will waiving/altering informed consent adversely affect
subjects’ rights and welfare?

v v

No Yes

v

No waiver or dteration.

Will pertinent information be provided to subjects later, if

appropriate?

Yes No

Waiver or ateration possible, if IRB No waiver or alteration.
documents these 4 findings and

approves the waiver or ateration.

Questions which may benefit from interpretive guidance.



